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Title 21—Food and
Drugs

(This book contains parts 300 to 499)

Part

CHAPTER I—Food and Drug Administration, Department of
Health and Human Services (Continued) ........................... 300

CROSS REFERENCES: Food Safety and Inspection Service, Department of Agriculture: See 9
CFR chapter III.
Federal Trade Commission: See Commercial Practices, 16 CFR chapter I.
United States Customs Service, Department of the Treasury: See Customs Duties, 19 CFR

chapter I.
Internal Revenue Service, Department of the Treasury: See Internal Revenue, 26 CFR chap-

ter I.
Bureau of Alcohol, Tobacco, and Firearms, Department of the Treasury: See Alcohol, To-

bacco Products and Firearms, 27 CFR chapter I.

VerDate 11<MAY>2000 11:17 May 11, 2001 Jkt 194066 PO 00000 Frm 00001 Fmt 8008 Sfmt 8008 Y:\SGML\194066T.XXX pfrm13 PsN: 194066T



VerDate 11<MAY>2000 11:17 May 11, 2001 Jkt 194066 PO 00000 Frm 00002 Fmt 8008 Sfmt 8008 Y:\SGML\194066T.XXX pfrm13 PsN: 194066T



3

CHAPTER I—FOOD AND DRUG
ADMINISTRATION, DEPARTMENT OF HEALTH

AND HUMAN SERVICES—Continued
(Parts 300 to 499)

EDITORIAL NOTE: The Food and Drug Administration published a document at 49 FR 41019,
Oct. 19, 1984, establishing July 1, 1987, as a uniform effective date for compliance for regula-
tions affecting the labeling of food products. At 51 FR 34085, Sept. 25, 1986, FDA established
January 1, 1989, as a new uniform effective date for compliance. The new uniform effective
date will apply only to final FDA food labeling regulations published after July 1, 1986, and
before January 1, 1988. At 55 FR 276, Jan. 4, 1990, FDA established January 1, 1993 as a new
uniform effective date for compliance. The new uniform effective date will apply only to final
FDA food labeling regulations published after January 1, 1990 and before January 1, 1992.

SUBCHAPTER D—DRUGS FOR HUMAN USE

Part Page
300 General .................................................................... 5
310 New drugs ................................................................ 5
312 Investigational new drug application ..................... 57
314 Applications for FDA approval to market a new

drug ...................................................................... 95
315 Diagnostic radiopharmaceuticals ........................... 172
316 Orphan drugs ........................................................... 174
320 Bioavailability and bioequivalence requirements ... 186
328 Over-the-counter drug products intended for oral

ingestion that contain alcohol ............................. 200
329 Habit-forming drugs ................................................ 202
330 Over-the-counter (OTC) human drugs which are

generally recognized as safe and effective and
not misbranded ..................................................... 206

331 Antacid products for over-the-counter (OTC)
human use ............................................................ 219

332 Antiflatulent products for over-the-counter human
use ........................................................................ 222

333 Topical antimicrobial drug products for over-the-
counter human use ............................................... 224

336 Antiemetic drug products for over-the-counter
human use ............................................................ 231
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21 CFR Ch. I (4–1–01 Edition)

Part Page
338 Nighttime sleep-aid drug products for over-the-

counter human use ............................................... 233
340 Stimulant drug products for over-the-counter

human use ............................................................ 234
341 Cold, cough, allergy, bronchodilator, and anti-

asthmatic drug products for over-the-counter
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343 Internal analgesic, antipyretic, and antirheumatic
drug products for over-the-counter human use .... 252

344 Topical OTIC drug products for over-the-counter
human use ............................................................ 260

346 Anorectal drug products for over-the-counter
human use ............................................................ 262

347 Skin protectant drug products for over–the–
counter human use ............................................... 267

348 External analgesic drug products for over–the–
counter human use ............................................... 269

349 Ophthalmic drug products for over-the-counter
human use ............................................................ 270

352 Sunscreen drug products for over-the-counter
human use ............................................................ 275

355 Anticaries drug products for over-the-counter
human use ............................................................ 285

357 Miscellaneous internal drug products for over-the-
counter human use ............................................... 289

358 Miscellaneous external drug products for over-the-
counter human use ............................................... 293

361 Prescription drugs for human use generally recog-
nized as safe and effective and not misbranded:
Drugs used in research ......................................... 300

369 Interpretative statements re warnings on drugs
and devices for over-the-counter sale ................... 305

370–499 [Reserved]

EDITORIAL NOTE: For nomenclature changes to chapter I see 59 FR 14366, Mar. 28, 1994.
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